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Mr. Paul Wwlams

NJG201993

4131 N. 34th Street
Arliigtoq Vkginia 22207

Dear Mr. Wflliams:

This is in response to your FAX to Dr. Elizabeth Yetley at the Food and Drug Adminktration
(FDA) on August 8, 19%, which requested guidelines on claims that can be made for an herbal
lozenge. Before we address your specific questio~ we think it would be helptbl to explain how
dietag supplements are regulated.

Dietmy supplements are regulated under the Federal F* Drug, and Cosmetic Act (the act), as
amended by the Dlettuy Supplement Health and Education Act of 1994 (DSHEA), and under the
Fair Packaging and Labeling Act. We have enclosed a copy of the DSHEA for your information.
The DSHEA defined a dietq supplement. The definition of a “dktary supplement” is found in
section 201(5) of the act. This section states, “mp@ that the term “dim supplement” means a
product that is intended for ingestion in table~ capsule, powder, softge~ gelcap, or liquid form.

If the herbal lozenge is intended to be absorbed fioq or to have its effkct in the mou~ it is not a
&tary supplemat under this provision of the act since it is not “ingested.n The term “ingestion”
has been addressed by the court in United Stated v.Ten Cartons. Ener-B Nasal Ge1,888 F. SUPP.

~ 393, @.D.N.Y.) ~ 72 F.3d 285 (2d CU. 1995) which states:

The ordii and plain meaning of the term “ingestion” means to take into the stomach
and gastrointestinal tract by means of enteral admkktmtion. See Stedman’s Medical
Dictionary (4th Lawyer’sEd. 1976) (defining ingestion as ‘the introduction of food and
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and gastrointestinal tract is also supported by the language of the statutory sections
immediately preceding and following section 350(c)(l)(B)(ii). Section 350(c)(l)@)@
states that the vitamin must be intended for ingestion in tabl~ capsule or liquid form.
Each of these forms denotes a method of ingestion that involves swallowing into the
stomach. Section 350(c)(2) states that a food is intended for ingestion in liquid form
under section 350(c)(l)(B)(i) “only ifit is formulated in a fluid carrier and is intended for
ingestion in daily quantities measured in drops or similar small units of measure.” This
elaboration of “liquid form” also denotes ingestion by swallowing the fluid. .

Thus, it appears that the product (i.e., an herbal lozenge) that you are inquiring about is not a
dietary supplement because it is not ingested, but will have a localized effect@ or be absorbed
fi-o~ the mouth and throat.
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Fudher, the manner in which YOUplanto repmt YOWprodu~ ~.e., to tempofiy ~eve the
symptomsassociatedwith nicotinewithdrawal)appears to represent this product for chug use

withinthe meaningof seotion201(g)of the act. Whiledietary SUPPI-* gen~y uc subject
to the fd provisions of the aq any representationthat a product is intendedfor medicalor
thempeutk use maycausethe product to be considereda dreg. According to section 201(g) of
the a~ a drug is defined as articles “tied for use in the diagmk~ cure mitigatio~ treatment
or prmkntion of d~ “mman or animals. Additionally, a proddct may be subject to regulation
as a drug ifit makes a claim that it is intended for use as an article (other than food) intended to
affkct the stmcture or any fhncdon of the body of man (section 201(g)(l)(C) of the act) and the
claim is not made in accordance with seotion 403(r)(6) of the act. A manufacturer who wishes to
make olaims of this nature for a product must contact FDA’s Center for Drug Evaluation and
Research (CDER), Office of Complian% DivMon of Drug Labeling Compliance, Rm. 166 MPN,
HFD-3 10,7520 Standish Place, Rockville, Ma@nd 20855, and the product must be proven to
be both safe and effective for its intended use.

Please contact us if we may be of fkther assistance.

Sincerely yours,

James Tanner, PhD.
Acting Duector,
Division of Programs and

Enforcement Policy
Office of Special Nutritional
Center for Food Safely
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.


